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f reeze-dried preparation obtained by making a combination of : the 
soluble thrombomodulin-containing freeze-dried preparation listed 
in the column of composition in Table 5 obtained in the same manner 
as in Example 2-14, except that Polysorbate 80 was not added in 
the additive solution; and an ampule aseptically filled with 1 mL 
of solution containing 10 mg of benzyl alcohol in 1 mL of water 
for injection as a dissolving aqueous solution (just like the above 
description, Example 2-31-1 was prepared) . 
Example 2-32 

A kit preparation of a soluble thrombomodulin-containing 
freeze-dried preparation obtained by making a combination of: the 
soluble thrombomodulin-containing freeze-dried preparation listed 
in the column of composition in Table 5 obtained in the same manner 
as in Example 2-14, except that Polysorbate 80 was not added in 
the additive solution; and an ampule aseptically filled with 1 mL 
of solution containing 5 mg of benzyl alcohol in 1 mL of water for 
injection as a dissolving aqueous solution (just like the above 
description, Example 2-32-1 was prepared) . 
Example 2-33 

A kit preparation of a soluble thrombomodulin-containing 
freeze-dried preparation obtained by making a combination of: the 
soluble thrombomodulin-containing freeze-dried preparation listed 
in the column of composition in Table 5 obtained in the same manner 
as in Example 2-14, except that Polysorbate 80 was not added in 
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the additive solution; and an ampule aseptically filled with 1 mL 
of solution containing 5 mg of chlorobutanol in 1 mL of water for 
injection as a dissolving aqueous solution (just like the above 
description, Example 2-33-1 was prepared) . 
Example 2-34 

A kit preparation of a soluble thrombomodulin-containing 
freeze-dried preparation obtained by making a combination of: the 
soluble thrombomodulin-containing freeze-dried preparation listed 
in the column of composition in Table 5 obtained in the same manner 
as in Example 2-14, except that Polysorbate 80 was not added in 
the additive solution; and an ampule aseptically filled with 1 mL 
of solution containing 2.5 mg of chlorobutanol in 1 mL of water 
for injection as a dissolving aqueous solution (just like the above 
description, Example 2-34-1 was prepared) . 
Example 2-3 5 

Each 1 mL aliquot of sample solution was dispensed into one 
chamber of a two-chamber syringe (manufactured by ARTE) instead 
of the sterile vial in the preparation of the sample solution in 
Example 2-1. They were subjected to the f reeze-drying step (under 
the same f reeze-drying conditions as those of Example 2-1) in the 
order of: plugging with a middle stopper by half — > f reeze-drying 
-> nitrogen-filling — > plugging with the middle stopper. 
Subsequently, 1 . 0 mL of water for injection was aseptically filled 
in the other chamber and sealed with a rubber stopper, followed 

137 



s 



4 



Example 
2-11-1 


TMD123H 

ii-argimne nyarocnioriue 
Polysorbate 80 


30 

1U 

0.1 


w 






OO 0 

33.2, 


Example 
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2-13-1 
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Example 
2-14-1 
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Example 
2-15-1 


TMD123H 

Sodium L- glutamate monohydrate 

D-(-)-mannitol 

Polysorbate 80 


30 
10 
10 
0.1 


w 


- 


- 


99.2 


Example 
2-16-1 
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Example 
2-17-1 
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Example 
2-18-1 
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